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FDA Stonewalls CHD’s Request for Analysis 
of COVID Vaccine Safety Data — Again 


Children’s Health Defense on Wednesday filed a memo opposing the U.S. Food and Drug 
Administration’s request that a federal judge give the agency at least 18 more months to provide 
key analyses, conducted in 2021 and 2022, of the Vaccine Adverse Event Reporting System, or 
VAERS, database. 


By Brenda Baletti, Ph.D. 
Miss a day, miss a lot. Subscribe to The Defender's Top News of the Day. It's free. 


The U.S. Food and Drug Administration (FDA) is asking a federal judge to let it wait at least 18 
more months before providing key analyses, conducted in 2021 and 2022, of the Vaccine 
Adverse Event Reporting System (VAERS) database. 


Children’s Health Defense (CHD) on Wednesday filed a memo opposing the FDA's request, which 
the agency made in response to a Freedom of Information Act (FOIA) lawsuit CHD filed in 
January. 


Kim Mack Rosenberg, CHD acting general counsel, told The Defender: 


“These records CHD is requesting are extremely important to the public because they are 
the only complete record of what the public health agencies have done to use VAERS the 
way that they say it is supposed to be used, which is as an early warning system for vaccine 
injuries. 


“For them to continue to attempt to wriggle out of substantively responding to legitimate 
requests like CHD’s further erodes public confidence in these agencies — confidence that is 
already dropping among Americans, regardless of vaccination status.” 


CHD first filed a FOIA request in July 2022, asking the FDA for records of the data-mining analysis 
the agency conducted to identify safety signals in VAERS that might indicate links between the 
COVID-19 shots and adverse events. 
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RFK Jr. and Brian Hooker’s 
New Book: “Vax-Unvax”’ 


CHD also requested records of any FDA review of serious Adverse Events of Special Interest, 
along with records of the FDA’s communications with VAERS staff and the Centers for Disease 
Control and Prevention (CDC) regarding that agency’s own COVID-19 vaccine safety monitoring, 
and records of follow-up investigations of safety signals. 


In October 2022, the FDA told CHD it would not provide any of the information, claiming the 
information was exempt because it contained “opinions, recommendations and policy 
discussions” protected by law. 


CHD appealed that decision in November 2022, then followed up with a lawsuit after the FDA 
responded that it would take six months to a year — which far exceeds the time limit set under 
FOIA — to respond to the appeal. 


Both parties issued joint updates, or “status reports” to the court in May and June on the FOIA 
process, in which the FDA indicated it had located 150 records related to the data mining and 
was still in the process of working on locating records related to the rest of the request. 


However, instead of providing the 150 records or continuing to process the rest of the request, 
in an August update, the FDA told the court it planned to seek a stay of proceedings, known as 
an “Open America” stay. 


The agency filed a motion on Sept. 14 to stay the proceedings for 18 months. The FDA did not 
dispute that CHD’s 14-month-old request is legally entitled to processing or indicate there was 
any problem with the request. 


Instead, the FDA indicated it could not fulfill CHD’s request because it was overwhelmed by an 
increased number of vaccine-related FOIA requests since 2019, and in particular, by demands to 
meet the hefty production schedule for disclosing documents related to the Public Health and 
Medical Professionals for Transparency (PHMPT) lawsuits. 


Those lawsuits require the FDA to release all documents related to licensing of the Pfizer- 
Comirnaty COVID-19 vaccine. 
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The FDA did not commit to fulfilling CHD’s request after the proposed 18-month pause in 
proceedings. Instead, it said at that time it would let the court know “whether it needs additional 
time before proceeding with this case.” 


CHD responded that any problem managing its workload “is a problem of the FDA’s own 
making” in not assigning necessary personnel to the FOIA division of the Center for Biologics 
Evaluation and Research (CBER) division that regulates vaccines for human use. 


According to CHD, an increase in vaccine-related FOIA obligations was “entirely predictable given 
the FDA's rapid grant of Emergency Use Authorization ... and then full licensure to some COVID- 
19 injections, the safety concerns surrounding the shots from the outset, and the FDA’s own 
regulations, which make vaccine licensing information immediately available for public 
disclosure when a full license is granted.” 


CHD asked the court to require the FDA to process the organization's request in accordance with 
the law. 


“The Wuhan Cover-Up” 
by Robert F. Kennedy Jr. 


ORDER NOW 


No ‘additional unexpected’ safety signals? 


The FDA and the CDC promised to vigilantly monitor the safety of COVID-19 injections and to this 
day, the agencies’ message to the public is that the vaccines are “safe and effective.” 


The two agencies jointly administer the VAERS database that allows healthcare professionals 
and others to file reports about vaccine-related injuries. 


The CDC considers VAERS to be a key “early warning system” for detecting unusual or 
unexpected patterns of adverse event reporting that can signal safety problems with a vaccine, 
which they are then meant to further investigate. 


More than 1.5 million adverse events following COVID-19 vaccination have been reported to 
VAERS in the less than three years since the first of the shots were made available in mid- 
December 2020. 
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The VAERS “Standard Operating Procedures for COVID-19,” published in January 2021, indicated 
the CDC and the FDA would coordinate monitoring for “potential new safety concerns for COVID- 
19 vaccines” by performing routine VAERS surveillance — “on a weekly basis or as needed.” 


Each agency would use a different standard approach to data mining to screen for potential 
Safety signals. 


The CDC would run Proportional Reporting Ratio (PRR) data mining on a weekly basis, or as 
needed. The FDA would conduct a bi-weekly thorough manual review of serious adverse events 
and through empirical Bayesian data mining, which uses a statistical method to compare 
adverse events related to the COVID-19 vaccine with those related to non-COVID-19 vaccines in 
order to identify safety signals. 


CHD and The Epoch Times both obtained the results of the CDC’s PRR data mining analysis 
through FOIA requests. The CDC analyzed adverse events reported from Dec. 14, 2020, to July 
29, 2022. 


The CDC issued multiple false statements on the data mining, before ultimately admitting it 
didn’t start performing the analysis until 2022 — more than one year after the Pfizer and 
Moderna vaccines were authorized. 


The CDC's analysis identified signals for hundreds of conditions, such as blood clotting in the 
lungs, intermenstrual bleeding, a lack of oxygen to the heart and even death. 


According to emails sent by a CDC spokesperson to The Epoch Times, the CDC results “were 
generally consistent with [FDA's] EB data mining, revealing no additional unexpected safety 
Signals.” 


It is the FDA's analysis of the empirical Bayesian data that CHD wants the court to compel the 
FDA to release, along with communications about these findings. 


The FDA's limited ‘bandwidth’ 


The FDA is asking the court to halt the processing of CHD’s request until April 2025 at the 
earliest. 


Its justification is that its Access Litigation and Freedom of Information Branch (ALFOI), the FOIA 
processing unit within CBER, is struggling to shoulder its current FOIA workload and it doesn’t 
have the “bandwidth” to process CHD’s request, according to Suzann Burk, director of the 
Division of Disclosure and Oversight Management within CBER. 


Since 2019 and particularly in 2021, FOIA requests to ALFOI have increased, “exacerbated by 
requests for records related to the COVID-19 pandemic. Moreover, in fiscal year 2020, FOIA 
litigation cases also began to add significantly to ALFOI’s workload,” Burk said. 
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The FDA pointed specifically to the fact that the PHMPT lawsuits — mandating the FDA release 
the Pfizer documents and the Pfizer and Moderna documents regarding licensure of Comirnity 
and Spikevax for children ages 12-15 — were plosina a hasn: hurdan an tha scans which was 
compelled to release at least 35,000-55,000 pag 


| 
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THE PEOPLES STUM 


Although it is doing its “due diligence” to fulfill CHD’s requests, it said, the FDA faces “exceptional 
circumstances” and therefore cannot do so for at least 18 months, if not more. 


CHD pointed out that in fact FOIA requests to the FDA overall have actually decreased over the 
last three years. 


Only requests to CBER’s ALFOI division have increased. Although the number of FOIA requests 
has been increasing since 2019, ALFOI did not begin adding more staff until 2022. 


CHD also noted that the U.S. government has spent billions of dollars to promote the vaccine 
and that the FDA itself has an $8.4 billion budget and over 19,000 employees. 


But rather than re-allocating its ample resources to support FDA's legal responsibility to comply 
with FOIA by producing documents “promptly,” CHD wrote: 


“FDA now seeks carte blanche to ignore the FOIA altogether: an eighteen-month stay with 
an unconditional option to renew and no mandate to take any steps towards processing 
CHD's request in the meantime.” 


Its own decision not to allocate sufficient resources to its work, wrote CHD, “does not entitle it to 
such extraordinary and unprecedented relief.” 


Not doing so, CHD wrote, harms the public, which has an important interest in understanding 
how the FDA determines the safety of the COVID-19 vaccines, especially given that the number 
of adverse events submitted to VAERS has continued to grow since CHD submitted its request. 


The FDA has received (and denied) at least two other FOIA requests for the EB mining records — 
one from the Informed Consent Action Network, and one from The Epoch Times — according to 
CHD’s memo, which have also gone unfulfilled. 
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And last month the agency refused to provide Sen. Ron Johnson (R-Wis.) with the EB mining data 
after he requested the analysis in January, The Epoch Times reported. 


“FDA's EB data-mining analyses of adverse events contained in VAERS reports for COVID-19 
vaccines are currently the subject of pending FOIA [Freedom of Information Act] litigation,” the 
agency told the Senator. 


“FDA is unable to comment on pending litigation or provide information or data that is currently 
being considered in pending litigation,” it added. 


Johnson told FDA Commissioner Robert Califf in a letter that the FDA could not withhold that 
information from him. 


“AS you are well aware, Congress has a right to information contained at U.S. federal agencies as 
it conducts its constitutional oversight responsibilities,” Johnson told The Epoch Times. 


“It is outrageous that FDA would assert that pending litigation, and particularly FOIA litigation, 
would allow your agency to obstruct my congressional oversight,” he added. 


SUGGEST A CORRECTION 


Brenda Baletti, Ph.D. 

Brenda Baletti Ph.D. is a reporter for The Defender. She wrote and taught about 
capitalism and politics for 10 years in the writing program at Duke University. She 
holds a Ph.D. in human geography from the University of North Carolina at Chapel 
Hill and a master's from the University of Texas at Austin. 


Sign up for free news and updates from Children’s Health Defense. CHD focuses on legal 
strategies to defend the health of our children and obtain justice for those injured. We can't do it 
without your support 
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melinda gladstone — h 
3 days ago edited 


15 0 Reply e Share> 
Daniel Arnaud > melinda gladstone — FPF 
3 days ago 


Just like the VSafe data the CDC had to be sued to release. Go the ICAN website, which 
has shows the data. Spoiler aert, about 7% (700,00) people either were hospitalized, 
visited an emergency room or saw a doctor after their "safe and effective" shots. 


9 0 Reply e Share> 
GarySummers æ melinda gladstone — FP 
2 days ago 


**BREAKING**: *"Murderers" ‘Our Govt' 'The Smoking Gun'!* 

**Sharing Is Caring** **Sharing Is Caring** 

"They knew in early 2021 the Jabs would create "Blood Clots" and "Myocarditis" they 
Suppressed it, and deceived people to get the jabs, knowing it would Kill Americans!" 
Even the 'Surgeon General’, and 'Pres. Biden knew! Red State Attorney Generals? 


"46 Pages FOlAed Emails Between 'CDC Leaders’, 'Dr. 

Fauci’, 'Dr. Collins’, and ‘White House, NIH, HHS’, Show They Knew About 
Vaccine-Induced ‘Myocarditis and Thrombotic Thrombocytopenia’, a ‘Blood 
Clotting Disorder’. Emails Over 80% Redacted." 


"Attorney Edward Berkovich submitted a Freedom of Information Act (FOIA) 
request to the Centers for Disease Control and Prevention (CDC) stating, 
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| request emalis sent py ana received py vr. Kocnelle P. walensky, 

Sherri A. Berger, and Kevin Griffis (all of whom are CDC personnel) on 

dates beginning February 1, 2021 through May 31, 2021, containing the 

word myocarditis.” DailyClout reported on the initial 472-page production from that FOIA 
on August 29, 2023" 

https://dailyclout.io/46-pa... 
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Matt = 2 
2 days ago 


Clearly they are obstructing justice. They have blood on their hands and they know it. 


4 0 Reply ° Share> 
kris = N 
3 days ago 
There should be no revolving door between industry and regulatory agencies- these crooks have no 
shame! 
2 0 Reply ° Share> 
SHENZI ® kris — P 
2 hours ago 
At this point they are regulating The Pharmacomafia's and the Deep State agenda - 
nothing more 
1 0 Reply ° Share> 
SHENZI — P 


2 hours ago edited 


Of COURSE they did. Being one of the captured agencies RFK Jr talks about. Captured by Big 
pHARM. They don't deal in truth and they certainly don't care about protecting the people, which 
HELLLOOO is their JOB. 


0 0 Reply ° Share> 


notaluvvie — h 
3 days ago 


They are obvioulsy not hiding anything but using the time to validate and ensure the data is the 
most up to date and efficacious. | also have a watch to sell. 
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